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592 ( 34 ),— 3 ^ sfa MM UWlII Pf 4 H, 1945 4 ifil 44 FW*f 

3 ^? 4 t vom wrt 1940 (1940^23) 12 A to 33 ^ 

'Jrtnm, 4 \umm ^ »nn il , 3 , (i) 2 wrft, 2007 ^ 1 ^ 3 ^ tomr 

^ afo Hft 4 R 4 >HI v I V 4 W (fefl^T 1 ^'IFl) 3 ||i|^ 4 HI TL CTJFlft. 62 ( 31 ) * 11 ( 1*9 2 VR« 4 (I ,2007 

URI H^>[fVid ^ Rn+iA ^ 341 ^ TTnifafl RRRRT sft, OT nid^a 

TF 3 PR ufon, *R 5 ir ^ ^ < 4 f; £ 45 srafa Trorcr irtt ^ ^ amfa sfc ipn utt 

; 

3^T, Tl^TS ^ hRihi ^HT ^ 9 2007 ^ ^} *i«ft 4ff ; 

sfo, ^-$5q 4K4iR ’5RT "3^[ HI^T IWT *HffT ^ HP7I 3TlW sfo *^iq| tR fa^TC ^ t^P W 

t ; 

■3RP+, 3fl| ( 4>rjfl4 H43fR, *J4fl 3lftrf^RT RRI 12 4^4 RfTT 33 flrtl TRrf *m(*hi«iY ^TT **k i c} 

^ h^j+hI ^ 3^ ytimi fa*[+L 1945 ^*T TlYft^R 

^ ftHJ Pn-iftiRsm Pi^*i Vlfift 3N^ :— 

1 , ( 1 ) ^ sfft TO*H ITOlt (II #H) I^Pm, 2008 t I 

( 2 ) ^ wre 4 ^ ^ #t i 

d> 
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2 -^ f* .. | n j r; 'i \ ..... A\ . \ 

3TPIW 'JTK TOI^PT H^T, 1945 (fafl ^4 T RTT F) 4 t 

2, go? ^a) «r <h1*i Pmi ^lyii i 

3 33tT PtW % 1 *i^h 75 d4«) u s {1)4,- 

(®f) 4, "n^i 28" afasistf % whr, "a^q 28 3ftru^28 *" 

(g) 3^44 (2) % qg^iq, fanfafew ntffP 3fr r<g nfr a faq i q r iyn , :- 

" ^ ir %pt 68<f % srak =stt aifoqfor i, RPwIcti ^ -sm 

aft 3 i*J$lRl Vlf«l'W<l ski RRh ("4 PhH Sl-pRl fOCll 

fr, faPwN 4R*%»1T <Wlid<3 ITOlRtt 14*4 f«HI 34TC3FJ- 

Hft|TRre|Pmiu| *Ji|| |" 

4. gqcf ftqrff % Em 78 m % <wPnw (1) f "rer 28" # ?Kf, 3feref % ^th *re "sre? 
28 ajW ll^M 28 g" ?K, 3f5F3ftr«RTT7#^4 I 

5. 343Em%Em94%3qEm(lW,- 


(5R) wp? #, "m -3fqRf, ww 3ft? TOIWrI" % Wt 47 HHMujrr ^ 7^ 
^1^,3^:- 


"^rrEm 122 % win Mft’Hifad «<t *414"; 

(3j) f+*U miiill, 3RITH > 


"47R| 4? sfir % w afafa ww afafa 4T *fh jpqi# ^ # 
£fmt^te7R5^^3^ErafcT?l<frfc1=RlEm 21 % (9)% 3t*fa 

4R»ilfad *W af^Rl wM SKI PlHfilfidH Vldl 47 SFJjTRT m ^>TT, 3Wfa > 

(i) ftqfer^ 4 i^»i <^1 7 I Ewld s^pfEr 

(ii) an^-eti, 3ilw Pm<5, *TRtT4 Owl EtREifd % Pwfa %%ir wmm $sn 

4^ RRftr -Jilt *n3T*i]4l h^i*! {qPi<ii*rai hiR'W'i % «-hi«h^ 

Pftrifl 3n^?i whr> % «m ^wlii <*U ifi?«i«fi % 

apjhfe % Ifh? aipmr^% amftr 4#f t; 
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(iii) 7RT afe^ jfafa &m» *<Hd ^ 3 Hj fa WH I H- H? % 
aiwR-qrin^FMfr «n^r aisa faifftftnfor afjafcigtf 

gfcir;' 


(iv)Pralrr%H<*l^ m^q<>l%^4ilqfi!4 Pufd+^-iHNRl ||i]ru|M^ uikf 
^ir; anr 


(v)oflnft % Urta <4iVm %Pisin «i||<W WIW 31T^p5T ^ aRnfrllPIPir 

l 


6 . 

(viii) 3 ?^j#tt( 1) 4 fclMw a^fir sfflriff 3RT 

aiMW%7Ti*i PiPhiH barter (®) faPwidi 

jro fro antf % araarc ^ aula M:"; 

(®) ®s (ri) %ayaffi, ftHfafaw gftn ®n ftm fa® «on< n, swfa :- 

’(xii) ®taf*r afc fafttfifa Pm 4» 3RPi?T ^*r if arpuffra’ srt «rN^f % 

*pffc»rc iff fc, ?fapf 4T ai^fvi *iwia> apfta afafe aircia aft a£ 

"airam s^rfftT g® ato 3naiaq»a>raia aftraat *fr$ar j’ 

7. 34ff ^a*Pffaft3^^4^a>if,— 

(a 07 ¥® 17 *->f, 3 a?fai!Fftaft," 19 "” 20 ’’ 3 f®I^an™T | 

(g) w? 35 4r "s^a 35" % mb afafeaf % fan* faH&faa ufofeqi T^ft 
^r#, g*rfa. :- 

"E^m 65 , 67^, 74, 741 *, 74®,78,78 g, 85®, 122a, 142,142®, 150®, 158 
3ftrl58gft«fJ" i 


8. 1333 aft 

(i) aa war 5 if, "^gr fewrc ate gif" *rl*T% <h*Ah ufaffe «iwi ( 3 ) 

faHtefiaa-awigftd fiwi wh 


I 
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"(4) 4T aifafafilW 9* TRlfa 

fll^lo % H<r'iiq v ^IT ^<1 SJTOI^T, ^«l<?l 'TT Pi»«l <)H|l 4T 3Tf*ri^|fl3TTM7ft 
% jwitf ? qr fadfffl 3gf i"; 


(ii) T^^T@IT5 if, ^%3T^vftfewTT(4) 

Pw^fafew Sfaffllfad IVll 4Hi*ll, 3f*rfcT :- 

"(5) -afT^fer ??(% sfrarc, ^ ^ sf*#rfi3?T 7 t$?t ^t ^ 

^ aronr, m ftr 4T fa^ft *n afafesfticT fN&if 

^^rsR^wr^r^dRd i"; 


(iii) i^^^31^ , 3itafasflfTPri , WH-3:' 


(=F) (gr) ”15 ^^4” 7I# 3ttT3mf% ”25 TfW 

3*p ■tf" ?i®; sfa Sjifi <(sl ami'); 

(g) 3*W? Oa) % W3RTj fattftfRsld <MH<1 3RTr?*nfatT ^ wft, 

srafa;:- 

'■(i)ipft Jig ffliTi •sfft 4«^>' «WI«h (1 ^ 28) 4Fft#rpq A 
faPwIni 'll! *f ^e?<*k eVl i" 

9. wr f^rnf <st ^-^14 fan ii^M 4" u«im4 % hh^j" ?M % anfrr 94 

•N&rfai 28 aftr 3 ^ 9#m ufafetf % £wM®ct 94 sflr 

■39T:T9lfag <t5 5i*iid :- 

"29.3fi4%^Tant^?r: 13498 :1997" I 

['PI « i^l. I IOt 4 / 7 /:OOS-^hrf^fEft] 

TT^SIj *fo« 

^ XFT. 2 &-IO/ 45 ^< l) p wffe 21 I <945 4 ^ d^^ TT?fen 

Vf^J^TTK 5120) 9 2008 I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Departments! Health) 

NOTIFICATION 

NewQeIhS,the 13th August, 2008 

c.s,R592(E).—Whereas a draft of certain rules further to amend the 
Drugs and Cosmetics Rules, 1945, was published, as required by sections 12 
and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at page 3 to 4 in the 
Gazette of India Extraordinary, Part II, Section 3 r Sub-Section (i) dated the 2 nd 
February 2007 under the notification of the Government of India, Ministry of 










[*nmr—aoqnfi)] wra: arara rw _j 

Health and Family Welfare (Department of Heaflft), number GSR 62 (E), dated 
2 nd February, 2007 inviting objections and suggestions from all persons likely lo 
be affected thereby, before the expiry of a period of forty-five days from the date 
on which the copies of the Official Gazette containing the said notification were 
made available to the public; 

And whereas copies of the Gazette were made available to the public on 
09-2-2007, 

And whereas the objections and suggestions received from the public on 
the said draft rules were considered by the Central Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 
of the said Act, the Central Government, after consultation with the Drugs 
Technical Advisory Board , hereby makes the following rules further to amend the 
Drugs and Cosmetics Rules, 1945, nameiy:- 

1(1) These rules may be called the Drugs and Cosmetics ( it Amendment) 
Rules, 2008. 

(2)They shall come into force on the dale of their pubii cation in the Official 
Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the 
said rules}, in rule 2, clause (j) shall be omitted. 

3. in rule 75 A of the said rules, in sub-rule (1), - 

(a) in the Explanation, for the word and figures “Form 28” occurring at 
the end, the words, figures and letter "Form 28 and Form 28 D" shall 
be substituted; 

(b) after sub-rule (2), the following proviso shall be inserted, namely:- 

“Provided that if an item is a notified drug under rule 68 
A, the manufacturing unit undertaking manufacture on 
behalf of the loan Licensee shall have a valid 
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manufacturing licence approved by the Licensing - " 
Authority and its manufacture on loan licence shall not 
affect the quality of the drug/' 

4, In rule 78 A of the said rules, in sub-rule (1), for the word and figures 
“Form 28" occurring after the words ‘‘owned by the licensee rn", the 
words, figures and letter “Form28 and Form 28 D" shall be substituted, 

5. In rule 94 of the said rules, in sub-rule (1),- 

(a) in the proviso, for the words “blood products, Narcotic and 
Psychotropic Substances" the following words shall be substituted, 
namely > 


“or blood products defined under rule 122 EA”, 

(b) after the proviso, the following proviso shall be inserted, namely:- 

*■ Provided further that where a drug classified as Narcotic 
Drug or Psychotropic Substance is to be exported under a code 
number, the same may be permitted by the said Licensing Authority 

on the following conditions, namely:- 

(i) each consignment of export shall be accompanied with 

requisite import licence from the importing country; 

(ii) the applicant shall obtain a no objection certificate from 
the Drugs Controller, India for manufacture of such 
formuiations to be exported with code number against 
each export order along with certificate from the 
regulatory authority of the Importing country controlling 
Narcotics drugs and Psychotropic Substances that they 
don not have any objection for the import of the drug 
with code number; 







[MFTD— 

(iii) the State Licensing Authority shall issue IRe '' 
manufacturing licence for these formulations on each 
export order on the basis of a no objection certificate 
form Drugs Controller, India; 

(iv) a no objection certificate shall be obtained from the 
Drugs Controller* India for export of each consignment; 
and 

(v) a no objection certificate shall be obtained from the 
Narcotic Commissioner of India, Gwalior for export of 
each consignment of the druc^ 

6* In rule 96 of the said rules* in sub-rule (1)— 

(a) for clause (viii), the following shall be substituted* nameiy:- 

“(vtit) drugs specified in Schedule C(l) and their 
preparations including combinations in other drugs shall 
bear on their labels (a) the date of manufacture, and (b) 
date of expiry of potency fixed by the manufacturer:"; 

(b) after clause (xi), the following clause shall be inserted* 
namely > 

‘(xii) Drugs and their preparations including combinations 
with other drugs imported info the country shall also bear on the 
label, the licence number under which the drug is imported, 
preceded by the words import Licence” and the name and 
address of the importer 1 * , 

7. In the said rules, in Schedule A, - 

(a) in Form 17 A* in the opening paragraph, for the figures 

”19”, occurring in the first line after the words “day of 
the figures “20* T shall be substituted ; 

(b) in Form 35* for the entries under the heading* the 

following entries shall be substituted, namely > 

“[ see rules 65, 67 G, 74, 74 A, 74 B, 78, 78 A, 85 H* 

122 P* 142, 142 B T 150 E, 158 and 158 Af 
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In the said rules, in Schedule K, -- 

(i) in item number 5, under column 'Extent and conditions of 
Exemption r t after the entry number (3) r the following shall be 
inserted, namely 

* L {4) No drug shall be supplied or dispensed after the 
date of expiration of potency recorded on its container, 
label or wrapper or in violation of any statement or 
direction recorded on such container, label or 
wrapper", 

(ii) in item number 5A, under column ‘Extent and conditions of 


Exemption', after the entry number (4), the following shall be 
inserted, namely:- 

lI (5) No drug shall be supplied or dispensed after the date 
of expiration of potency recorded on its container, label 
or wrapper or in violation of any statement or direction 




recorded on such container, label or wrapped ; 

(ifi) in item number 31, under column 'class of drugs’,- 

(A) in sub-item (b), for the words and figures ‘'in 15 gm, Tube", the 

words and figures "in 25 gm Tube" shall be substituted; 

(B) after sub-item (d) r the following sub-item shall be inserted, 
namely:- 

"(e) All Biochemic and its combinations (1 to 28), in 
tablet forms, in sealed original packing of the 


manufactured 

9. In the said rules, in Schedule S, under the heading 'Standards 
for cosmetics In finished fonn\ after item number 28 and the 
entry relating thereto, the following item and entry shall be 


inserted, namely 

*29. Bathing Bars IS: 13498 : 1997". 

[F No, X11014/7^005-DFQC] 
DEBASJSH PANDA, Jt Secy. 


Foot Note; The principal rules were published in the Gazette of India vide notification Number F, 28-10/45 H(l) dated the 
21st December, 1945 and lastly amended vide notification Number G-S-R. 512 <E) dated the 9th July, 2Q0S. 
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and Published by Uw Controller of Publication Delhi*! 1^54, 





